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§26.1702 Definitions.

The definitions in §26.1102 and
§26.1202 shall apply to this subpart as
well.

§26.1703 Prohibition of reliance on re-
search involving intentional expo-
sure of human subjects who are
pregnant women (and therefore
their fetuses), nursing women, or
children.

Except as provided in §26.1706, in ac-
tions within the scope of §26.1701 EPA
shall not rely on data from any re-
search involving intentional exposure
of any human subject who is a preg-
nant woman (and therefore her fetus),
a nursing woman, or a child.

[71 FR 36175, June 23, 2006]

§26.1704 Prohibition of reliance on un-
ethical human research with non-
pregnant, non-nursing adults con-
ducted before April 7, 2006.

Except as provided in §26.1706, in ac-
tions within the scope of §26.1701, EPA
shall not rely on data from any re-
search initiated before April 7, 2006, if
there is clear and convincing evidence
that the conduct of the research was
fundamentally unethical (e.g., the re-
search was intended to seriously harm
participants or failed to obtain in-
formed consent), or was significantly
deficient relative to the ethical stand-
ards prevailing at the time the re-
search was conducted. This prohibition
is in addition to the prohibition in
§26.1703.

§26.1705 Prohibition of reliance on un-
ethical human research with non-
pregnant, non-nursing adults con-
ducted after April 7, 2006.

Except as provided in §26.1706, in ac-
tions within the scope of §26.1701, EPA
shall not rely on data from any re-
search initiated after April 7, 2006, un-
less EPA has adequate information to
determine that the research was con-
ducted in substantial compliance with
subparts A through L of this part, or if
conducted in a foreign country, under
procedures at least as protective as
those in subparts A through L of this
part. This prohibition is in addition to
the prohibition in §26.1703.
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§26.1706 Criteria and procedure for
decisions to protect public health
by relying on otherwise unaccept-
able research.

This section establishes the exclusive
criteria and procedure by which EPA
may decide to rely on data from re-
search that is not acceptable under the
standards in §§26.1703 through 26.1705.
EPA may rely on such data only if all
the conditions in paragraphs (a)
through (d) of this section are satisfied:

(a) EPA has obtained the views of the
Human Studies Review Board con-
cerning the proposal to rely on the oth-
erwise unacceptable data,

(b) EPA has provided an opportunity
for public comment on the proposal to
rely on the otherwise unacceptable
data,

(c) EPA has determined that relying
on the data is crucial to a decision that
would impose a more stringent regu-
latory restriction that would improve
protection of public health, such as a
limitation on the use of a pesticide,
than could be justified without relying
on the data, and

(d) EPA publishes a full explanation
of its decision to rely on the otherwise
unacceptable data, including a thor-
ough discussion of the ethical defi-
ciencies of the underlying research and
the full rationale for finding that the
standard in paragraph (c) of this sec-
tion was met.

PART 27—PROGRAM FRAUD CIVIL
REMEDIES

Sec.

27.1 Basis and purpose.

27.2 Definitions.

27.3 Basis for civil penalties and assess-
ments.

27.4 Investigation.

27.5 Review by the reviewing official.

27.6 Prerequisites for issuing a complaint.

27.7 Complaint.

27.8 Service of complaint.

27.9 Answer.

27.10 Default upon failure to file an answer.

27.11 Referral of complaint and answer to
the presiding officer.

27.12 Notice of hearing.

27.13 Parties to the hearing.

27.14 Separation of functions.

27.15 Ex parte contacts.

27.16 Disqualification of the reviewing offi-
cial or presiding officer.

27.17 Rights of parties.

307



		Superintendent of Documents
	2014-08-18T12:47:40-0400
	US GPO, Washington, DC 20401
	Superintendent of Documents
	GPO attests that this document has not been altered since it was disseminated by GPO




